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Application No. 

09/688,949 



Examiner 

D. L. Jones 



Applicant(s) 

ACHILEFU ETAL. 



Art Unit 

1616 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be avaiiabie under the provisions of 37 CFR 1.136(a)- In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for repiy specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for repiy is specified above, the maximum statutory period will apply and will expire SIX (6> MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for n i b <j u < bus ~« -aop cation to become ABANDONED (35 U.S. C. § 133). 

- Any repiy received by the Office later than three months aftsr the mail 3 1 n imm unication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )[X] Responsive to communication(s) filed on 1/23/01; 3/30/01; 7/3/01; and 7/12/02 . 
2a)Q This action is FINAL. 2b)E) This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 
Disposition of Claims 

4) i3 Claim(s) 1z\4 is/are pending in the application. 

4a) Of the above claim(s) 3 and 6 is/are withdrawn from consideration. 
SM Claim(s) 4,5 and 7-9 is/are allowed. 

6) E>3 Claim(s) 1,2 and 10 is/are rejected. 

7) E81 Claimfs) 11-14 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Appiication Papers 

9) D The specification is objected to by the Examiner, 

1 0) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)0 approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)DAII b)Q Some*c)D None of: 

1 .Q Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the international Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received, 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 

1 )M Notice of References Cited (PTO-892) 4) □ Interview Summary (PTCmH 3) Paper No{s). . 

2 ) WL Notice of DraftspersoiVs Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTCM52} 

3) |X] Information Disclosure Statement(s) (PTO-1449) Paper Note) 2&3 . 6) □ Other: 
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ACKNOWLEDGMENTS 

1 . The Examiner acknowledges receipt of Paper No. 2, filed 1/23/01 , wherein the 
specification and claims 1-6 were amended. 

Note: Claims 1-14 are pending. 

APPLICANT'S INVENTION 

2. Applicant's invention is directed indole compositions as set forth in independent 
claim 1 and uses thereof. 

RESPONSE TO APPLICANT'S ELECTION 

3. Applicant's election of Group I (claims 1-14) with traverse in Paper No. 6, filed 
7/12/02, is acknowledged. The traversai is on the grounds that the restriction is 
improper since all the claims are directed to the structure designated as formula 1. 
Furthermore, Applicant goes on assert that unity of invention exists in the instant 
application and that all the compounds have the same utility. This is found non- 
persuasive because as set forth in the restriction requirement, the inventions depending 
on the variable values classify differently; thus, there is no common core. Also, species 
of one group neither anticipate nor render obvious species of another group. Thus, the 
inventions are separate and distinct and require a different search. Hence, the 
restriction requirement is still deemed proper and is therefore made FINAL . 

Notes: (1) Applicant elected Group I (claims 1-14) directed to 
compounds/compositions and uses thereof comprising a 5-membered ring containing 
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one nitrogen and one sulfur atom wherein W1 = sulfur; R3 - R7 = hydrogen; and Y1 = 
hydrogen. (2) The search was not extended beyond Applicant's elected species 
because prior art was found which could be used to reject the claims. 

WITHDRAWN CLAIMS 

4. Claims 3 and 6 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention/species. 

112 REJECTIONS 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claim 10 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 10 as written is ambiguous because it is unclear what 'physiological 
function monitoring' Applicant intends to be encompassed in the instant invention. 
Applicant is respectfully requested to clarify such terminology and point to page and line 
numbers for such support. 

103 REJECTIONS 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 1 and 2 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mifune et a! (US Patent No. 5,780,218). 

Mifune et al disclose a compound (column 3, Compound 13) that renders 
obvious Applicant's elected species. The species of Mifune et ai renders obvious 
Applicant's elected species when R3 - R7 = hydrogen; W1 = sulfur; and Y1 = C1 alky! 
(methyl) because it would be obvious to one of ordinary skill in the art to substitute a 
hydrogen for a methyl on a known compound since it is well established that the 
replacement of methyl for hydrogen on a known compound is not a patentable 
modification absent unexpected or unobvious results ( In re Woods . 582 F.2d 638, 199 
USPQ137 (CCPA1978)). 

CLAIM OBJECTIONS 

9. Claims 1 1 -14 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 

Claims 1 1-14 are allowable over the prior art of record because the prior art 
neither anticipates nor renders obvious a method of performing a diagnostic or 
therapeutic procedure wherein a mammal is administered an effective amount of an 
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indole composition wherein W1 ~ sulfur; R3 - R7 = hydrogen; and Y1 = hydrogen. The 
search was not extended beyond the elected species. 
ALLOWABLE CLAIMS 

1 0. Claims 4, 5, and 7-9 are allowable over the prior art of record because the prior 
art neither anticipates nor renders obvious a method of performing a diagnostic or 
therapeutic procedure wherein a mammal is administered an effective amount of an 
indole composition wherein W1 = sulfur; R3 - R7 = hydrogen; and Y1 - hydrogen. The 
search was not extended beyond the elected species. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to D. L. Jones whose telephone number is (703) 308-4640. 
The examiner can normally be reached on Mon.-Fri. (alternate Mon.), 6:45 a.m. - 4:15 
p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jose' Dees can be reached on (703) 308- 4628. The fax phone numbers for 
the organization where this application or proceeding is assigned are (703) 308-4556 for 
regular communications and (703) 308-4556 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
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- The MAILING DATE of this communication appears on the cover sliest with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the maiiing data of this communication. 

- If the period far reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- if NO period for reply is specified above, the maximum statutory period will appfy ano <pire SIX (6) MONTH ron - date of this communication. 

- Failure to repiy within the set or extended period for reply will, by statute, cause the aooiicaiion to oecome ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the T3i nc t it r d r j 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )Ex] Responsive to communication(s) fiied on 1 1 November 2002 . 
2a)Q This action is FINAL. 2b)(E] This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayie, 1935 CD. 11 , 453 O.G. 213. 
Disposition of Claims 

4) [XS Ciaim(s) 1,2 and 4-14 is/are pending in the application. 

4a) Of the above claim(s) 3 and 6 is/are withdrawn from consideration. 

5) D Ciaim(s) is/are allowed. 

SM Claim{s) 1. 2. 4. 5. 7-11. 13. and -14 is/are rejected. 

7) E5 Claim(s) 12 is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 11/11/02 is/are: a)M accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d) or (f). 

a)D All b)D Some * c)Q None of: 

1 -D Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3, Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) Q The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
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1) p| Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftspereon's Patent Drawing Review (PTO-948) 5) □ Notice of informal Patent Application (PT0152) 

3) [J Information Disclosure Statement(s) (PTO-1449) Paper No(s) , 6) □ Other: 
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ACKNOWLEDGMENTS 

1 . The Examiner acknowledges receipt of Paper No. 8, fifed 1 1/1 1/022, wherein 
claim 1 was amended and claim 3 was canceled. 

Note: Claims 1, 2, and 4-14 are pending. 

RESPONSE TO APPLICANT'S ARGUMENTS/AMENDMENTS 

2. Applicant's arguments with respect to claims 1 , 2, and 10 have been considered 
but are moot in view of the new ground(s) of rejection. 

Note: it is duly noted that Applicant is requesting that even if the elected species 
(composition) is found, the search of the method claims should continue beyond the 
elected species. 

The request is denied. The compounds used in the method claims classify 
differently based on the variable definitions (this is true for the composition claims as 
well). Thus, the method claims will be examined like the composition claims, especially 
since the restriction requirement includes both the composition and the method claims 
in the groups. 

WITHDRAWN CLAIMS 

3. Claims 3 and 6 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention/species. 
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NEW GROUNDS OF REJECTION 
102 Rejection 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1, 2, 4, 5, 7-11, 13, and 14 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Durmaz et al (Arzneimittei-Forschung (1998), Vol. 48, No. 12, pp. 1179- 
1184). 

Durmaz et al disclose the effects of benzimidazole, imidazole, and benzoihiazole 
derivatives on liver and renal functions. The compounds were administered to Wistar 
rats orally, intramuscularly, or intravenously and blood samples taken as designated 
intervals. In particular, Durmaz et al disclose the compound 3-ethyl benzothiazolium 
and uses thereof which is encompassed in Applicant's invention when W1 = sulfur; R3- 
R7 = hydrogen; and Y1 is alkyl (see entire document, especially, abstract; pages 1 180- 
1181, 'Materials and methods'; page 1180, Figure 1, Compound 3; page 1181; ! in vivo 
effects of the compounds' and 'Effects of compound 3 on the biochemical parameters'). 

Note . It should not be construed that the search has been extended over the full 
scope of the claims because of the above 102 rejection of a species that is not 
Applicant's elected species. While searching for Applicant's elected species, the above 
species was found. Thus, only Applicant's elected species and the species wherein W1 
= sulfur; R3-R7 = hydrogen; and Y1 = alkyl have been examined. 
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103 Rejection 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for ail 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 1, 2, 4, 5, 7-11, 13, and 14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Durmaz et al (Arzneimittel-Forschung (1998), Vol. 48, No. 12, pp. 
1179-1184). 

Durmaz et al disclose the effects of benzimidazole, imidazole, and benzothiazole 
derivatives on liver and renal functions. The compounds were administered to Wistar 
rats orally, intramuscularly, or intravenously and blood samples taken as designated 
intervals. In particular, Durmaz et al disclose the compound 3- ethyl-benzothiazolium 
complex that is encompassed in Applicant's invention when W1 = sulfur; Y1 = ethyl; and 
R3-R7 = hydrogen. Hence, while Durmaz et al disclose a 3-ethyl-benzothiazoiium 
complex, the reference fails to disclose a benzothiazolium complex wherein Applicant's 
variables R3 ~R7 and Y1 are a// hydrogen (see entire document, especially, abstract; 
pages 1180-1181, 'Materials and methods'; page 1180, Figure 1, Compound 3; page 
1181; 'In vivo effects of the compounds' and 'Effects of compound 3 on the biochemical 
parameters'). 

It would be have been obvious to one of ordinary skill in the art at the time the 
invention was made that the species of Durmaz et al renders obvious Applicant's 
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elected species (R3-R7 = hydrogen; W1 - sulfur; and Y1 = hydrogen) because the 
skilled practitioner would recognize that the substitution of a hydrogen for a lower alkyl 
on a known compound is within the skill of an practitioner in the art. Furthermore, the 
artisan would recognize that the replacement of hydrogen for a lower alkyl on a known 
compound is not a patentable modification absent unexpected or unobvious results. 

CLAIM OBJECTIONS 

8. Claim 12 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the iimitations of the 
base claim and any intervening claims. 

Note : Claim 1 2 is distinguished over the prior art of record because the prior art 
neither anticipates nor renders obvious a method of cardiac function monitoring 
comprising administer a compound as set forth in independent claim 4 wherein W1 = 
sulfur; R3-R7 = hydrogen; and Y1 = hydrogen. 

COMMENTS/NOTES 

9. It should be noted that the rejection over Mifune et al (US Patent No. 5,780,218) 
was withdrawn because Applicant amended the claim to incorporate that the 
composition is a pharmaceutical. Hence, the term 'pharmaceutical' as used in the 
preamble requires that the composition be capable of use as a pharmaceutical. 
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1 0. Any inquiry concerning this communication or eariier communications from the 
examiner shouid be directed to D. L. Jones whose telephone number is (703) 308-4640. 
The examiner can normally be reached on Mon.-Fri. (alternate Mon.), 6:45 a.m. -4:15 
p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jose' Dees can be reached on (703) 308- 4628. The fax phone numbers 
for the organization where this application or proceeding is assigned are (703) 308-4556 
for regular communications and (703) 308-4556 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
1235. 
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